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u 
IN THE UNITED STATES PATENT AND TRAI;)EM;ARK OFFICE 

Patent No: 4,600,706 
Applicant: A.F. Carter 
Issued : JutIS, 1986 
Title: ANTI-FUNGAL FEED COlvlPOSITIONS CONTAINIENG NATAMYCIN 

Mail Stop Patent Ext. 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

RE: Application for Patent Term Extension 
Arkion Life Sciences LLC 
U.S. Patent No. 4,600,706 

Sir: 

Transmitted herewith is the Application for Patent Term Extension under 
35 USC. 5 156(d) with regard to U.S.. Patent No. 4,600,706. 

Please charge Deposit Account &jo. SO;0929 in the amount of,$l,12Qk00. We also 
ask that you please charge Deposit Aceaunt No. 50-0929 fur any other fees 
associated with this request. 

U.S. Patent No. 4,600,706 (the “Patent”) was assigned from Ducoa L,P. to Arkion 
Life Sciences LLC (herein referred to ads “Applicants”) on July 30,, 2(X%5 (Reel/Frame 
No. 012463,'0992). 

Please note, this application is submitted in triplicate as per 37 CFR $j k.7413(b). 

Respectfully Submitted 

Reg. No. 41,129 
Christian M; f3auer 
Reg. No. 51,443 
Attorneys for Applicants 
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IN THE UNITER STATES PATENT A&D TRAD@MARK OFFICE 

Patent No: 4,600,706 
Applicant: A.F. Carter 
Issued : Jul 15, lq86 
Title: ANTI-FUNGAL FEED COMPOSITIONS CONTAINING NATAMYCIN 

Commissioner for Patents 
Mail Stop Patent Ext. 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

This application for a patent term extension of U.S. Patent No. 4,600,706, which 
satisfies the conditions for extensfon of patent term under 37 C.F.R. 5 1.720, and is 
filed under 35 USC. 5 156(d), complies with the requirements of 37 G.F.R. 5 1.720 
and includes all of the information required for a complete applicatiun under 
37 C.F.R. 5 1.741. For the convenience of the Patent and Trademark OffIce, the 
information contained in this application is presented foEIowing the format of 
37 C.F.R. 5 1.740. 

U.S. Patent No. 4,600,796 was assigned, from Ducoa L,P. to,Arkion Life Sciences LLC 
(herein referred to as “Applicants”) on 3uly 30, 2001, (Reel/Frame No. 012463/0992). 

Pursuant to 35 U.S.C. 3 156 (d)(l), this application, for p.atent term extension is 
submitted within the sixty (60) day period beginning on the date the product 
received permission to market frum,the FDA and was pubiished in the Federa! 
Register, namely, Tuesday April 13, 2004. 

This application is submitted in tri‘plicate as required under 37 C.F.R. 5 1.740(b). 
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In accordance with 39 G.F.R. 5 l.Y40(a) 

(1) The product that underwent regulatory review is NSURE? NSURE@ is a 1.0 lb 
(454 g) premix composition of calcium carbonate (433 93, iactose (l-0 g) and 
natamycin (11 g)l which is the additive. The additive is d stereoisomer of 22+(3- 
amino-3,6,dideoxy-B-D-mannopyran~syJ)oxy]-l,3,4~-trihydroxy-l2-methyi-l0-oxo- 
6,ll,28-trioxatricyclo[2~.3.2.O5~7]octacosa-8,l4,26,l8,20-p~ntaene-25-carboxylic 
acid with the empirical formula C33H47N013. 

(2) The feed additive was su ct to review under the Section 409(b)(l) of the 
Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. g 348(a)). 

(3) The NSURE@ product received commercial approval on Tuesday, April 13, 2004 
as published in the Federal Register Vol. 69, No. 71. 

(4) The NSURE@ product is not a drug product. 

(5) This application is being submitted within the sixty-day period permitted under 
37 C.F.R. 5 1.720(f) and the last day on~which a petition couid be submitted is June 
14, 2004. (June 12 is atSaturday). 

(6) The complete identification of the patent for which interim extension is being 
sought: 

Name of Inventor: A.F. Carter 
Patent Number: 4,600,706 
Date of Issue: July 15, 1986 
Date of Expiration: November 17, 2003 (determined by 35 U.S.C. 0 154(c)) 

(7) A copy U.S. Patent No. 4,600,706for which the patent term extension is being 
sought, including the entire specification, claims and drawings, is attached as 
Exhibit 1. 

(8) U.S. Patent No. 4,600,706 is subject to a terminai disclaimer attached as Exhibit 
2. No certificate of correction has been issued with regard to U.S..Patent No. 
4,600,706. Receipt of maintenance. fee payments made infuii are attached as 
Exhibit 3. No reexamination certificate has been requested nor i&sued for U.S. 
Patent No. 4,600,706. 

(9) U.S. Patent No, 4,60b,706 claims a method for usingthe product set forth in 
paragraph (1) above. Ctaims l-6 recite a method for improving animal feed by 
blending an amount of natamycin, the feed additive contained in the~approwed 
product, into animal feed. Specifically, claims 1, 2 and 5 claim the approved use for 
the approved product. 

As stated in (1) above, the product, NSURE@ containing natamycin, was 
approved for use as a feed additive. NSURE* is a 1.0 lbs (454‘9) premix composed 
of calcium carbonate (433 g), lactose (10 g) and natamycin (11 g) for retarding 
growth of Aspergillus Pa(asiticus in broiler chicken feeds. Approved use includes 
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blending the NSURE@ 1,O lbs premix into 1.0 ton ofanimal feed. The weight percent 
of natamycin in the blended ton of a&ma1 feed is catcufated to &,e 0.00011 weight 
percent. See Cal. 7, lines 53-55 of U.S. Patent No. 4,600,706 for conversion 
calculations. 

Claim 1 recites: 

1. A method for improving animal feed which cantains moisture to prevent or 
inhibit the onset of and reduce fungai or moCd growth in the feed prior to 
consumption by an animal to thereby prevent or inhibit mycotaxicoses in the 
animal, which comprises.blending about 0.000055 to 0.011 weight percent of 
natamycin into the animal feed. 

According to the conversion contained in U.S. Patent 4;600,706 at Col. 7, 
lines 53-55, the weight percent of natamycin is calculated to be 0.00011, which is 
within the range of 0.00b05.5 to 0.011 weight percent ,as recited by claim 1. 

Further, if the preamble were construed to give meaning to the claim, 
particularly, the language of “prevent[ingl or S’nhibit[&gj..the onset of and 
reducering] fungal or mold growth in the feed,” theapproved product would still be 
within the scope of claim 1 because the approved use of the approve,d product was 
to retard or inhibit growth of ,4spergi/kk Parasjticus,.a fungi known to grow on feed. 

Claim 2 recites: 

2. A method according to claim. 1 wherein the natamycin is dry blended into 
the animal feed in admixture with an inert carrier. 

The approved use of the NSURE@ product is,within.the scope, of claim 2. The 
use of the NSURE@ product is a premix composed, of calckrm karbontite, lactose and 
natamycin. Because claim 2 depends from claim 1, the limitations of the weight 
percent of natamycin are met. Further, with regard to the timittition: in claim 2 of an 
inert carrier, the N’SURE@ premix contains the inertcarrier of calcium carbonate 
which is blended with natamycin in the premix. Therefore, when appropriately used, 
the approved product, NSURE@, falls within the scopes of &aim 2, 

Claim 5 recites: 

5. A method acco,rding to-claim 2’whereh-r the inert carrier is one or mure 
members selected from the group consisting of rice hulls, calcium carbonate, 
soybean milt feed, and corn fractions. 

The approved use of the NSURE@ product iswithin the scope of claim 5. 
Claim 5 specifically recites that the inert carrier of daim 2 can be se@cted-from a 
group of inert carriers which i’nciudes calcium carbonate. The approved, NSUREe 
product contains calcium carbonate.. Therefore the approved use of the approved 
product falls within the scope of claim 5. 
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Claims 3 and 6 also depend directly or eventually from claim 1 which, as 
discussed above, covers’the q$roved use of the approved product. In particular, 
claim 3 further defines the method of~improving animal feed by blending natamycin 
with an animal feed having a specific moisture content. CJalm 6 further defines the 
method of improving animal feed by Mending natamycin with animal feed having 
specific properties inclucjing a specific grain size. Because by their very nature 
dependent claims contain each and every limitation of th+ intermediary and 
independent claim from ‘which they depend, the scope of-claims 3 and 6 are within 
the approved of the NSURE@ pkduct.‘ Therefore, Applic&&s.submit that the 
approved use of the of the FjSURE@ ppduct,falfs within the scope of.cMms 3 and 6. 
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(10) The relevant dates,and,information pursuant to 35 U.S.C. 5 156(g) enabling the 
Secretary of Health andiHuman Services or the-Sec&tary of Agricuiture to determine 
the applicable regulatory review period are as follows: 

(iv) For a patent claiming a food or color additive: 

(A) InvesEigatZonal Food Additive Petition (IFAP 6454) to use the 
antifungal substance natamycin at the rate of 10 grams per ton of 
poultry feed was,fiied on May 1, 19&9, The FDA acknowiedged 
receipt of’the petition on May, 8, 1989. 

(8) Applicants filed a food additive petition (FAP. 2234, Docket No. 
95F-0221) on luxle 30, 1995. The petition was pubifshed in the 
Federal Register on September 20, 1995 (69 FR 487153, an-nouncing 
that QuCoa L.P., now Applicants Arkion Life Sciences, proposed the 
use of natpmycin as a mold retardant in broiler chickep feed. The FDA 
reviewed FAP.2234 and issued a responseo,n June 26, 1996, 
requesting additional, extensive studies. After compk$ion of the 
additionairequested studies, an amendment to FAP 2234 was fifed on 
July 31, 2001. 

(C) The amended Food Additive Petition r(FAP 2234) for NSURE@ 
premix containing natamycin,. was approved on Tuesday, April 13, 
2004 as published in Vai. 69, No. 71 ef the FederaiRegister. 
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(11) A brief description of the major act:tivities undertaken by ~~pl~c~n~ during the 
applicable regulatory review periods are presented ‘fn chronotdglcal order and 
attached as Exhibit 4. .Also indudedas Exhibit 5 are the major communications 
between applicants and :pertinent FDA officials. 
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(12) Applicants are of the opinion that U.S. Patent N$ 4,600,706 is eligible for 
extension because. it sa$isfies all of the requirements for such extension under 35 
USC 156 as fotiows: 

35 U.S.C. g 156 (a) 
US. Patent No. 4,600,706 claims a method of using a product. 

35 USC. 5 156 (a)(l) 
The term of U.S. IPatent No. 4,600,706 has not expired .b@f~.re submission of 
this appl,ication as an application for interim extension was Jled,in accordance 
with 35 U.S.C. $j :1.56(d) on November 3, 2003. 

35 U.S.C. 5 156 (a)(2) 
The term of US. ;Patent No. 41600,706 has never beert previo;usiy extended, 
except for interim extensioh pursuant to 37 C.F,R. 5 1.790. 

35 U.S.C. 9 156 (a)(3) 
This application fbr exizension is being submi#ed by the agent of record in 
accordance with the requirements of 35 U.S.C. 5 156(d)(l)-(4) and the Rules 
of the U.S. Patent and Trademark Office. 

35 U.S.C. 5 156 (a)(4) 
The Product NSURE@ has been subject to a reguiatury review period before its 
commercial marketing or use. 

35 U.S.C. 5 156 (a)(5)(A) 
Tuesday April 13,s 2004, was the first permitted commercials marketing use of 
NSURE@ after regulatory review under the Federal Food, Drug, and Cosmetic 
Act (the Act) (21 ;U.S.C 5 348(a)), which such regutatoty review period 
occurred e 

35 U.S.C. $j 156 (a)@)(C](i) and (ii) 
The approved product, NSURE?, is (i) not covered by the c&aims in any other 
patent which has’been extended and (ii) was not extended on the ‘basis of the 
regulatory review period for use in fun-food~p~oduc~~g alcrim&s. 



Patent Term Ext. 
U.S. Pat. I’&% 4,600,706 
Page 9 af f2 

Provisions for calculation of the Regulatory Review Period are set forth in bath 
35 U.S.C. $j 156 and 37iCFR 51.776 asfollows: 

(A) Calculation of Regufatory Review Period under 35 USX. 5 156 (g)(2)(8) 

35 U.S.C. 5 156(g)C2)(B)(i) 
May 1, 1989, was the date on which the amajor health or 
environmental effects’test on the addittve was initisted. July .38, 
1995, was the date Food Additive Petition 2234 was k@iaIly submitted 
with respect to the product under the~Federai Fpdd, Drug, and 
Cosmetic Act requestjng the issuance- of a “re~~~~t~~~ Ebr use of the 
product. This time period spanned . 

35 U.S.C. 5 156(g)(2)(5)(ii) 
July 30, 1995, was the’date Food Additive Pet&ion (FAP) 2234 ‘was 
initially submit$ed’w.ith ~respect to the product under the Federal Food, 
Drug, and Cosmetic Act requesting the Jssuance of a regubtion far use 
of the product. NSURE@, the subject product of FAP 2234, received 
market approval as publishad in egi sday April 
13, 2003.’ This time period spans &- 

The sum df (g)(2)(E)@) .and &j)(Z)(B)(Q) is, 
the Regulatory Review Period. ‘ 

, or 3.4.9.vears, 
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(B) Calculation of the Patent Term Extension under 37 CFR 51,776. 
Calculation of the Patent Term Extension is further catculated .as provided for 
in 37 CFR §1,776. 

37 CFR 5 %.776(d)(l) 
Subtracted from the Regulatory Review‘ Period c?lcuk&ed in 35 U.S.C. 
5 156 (g)(2)(B), was the sum of d(l)(i) through (d)(l.)(iii) calculated 
below. Ttie result was %&3P davs or l-&3, Vears. [-5431~O-334-9583 

37 CFR g 1.776(d)(l)(i) 
The were gero. tCQ days.of the regulatory review periodthat occurred 
before the date on which the patent issued. 15 July 1986. 

37 CFR 5 1.776(d)(l)(ii) 
The time period that apptjcant did not act with-,due diligence was from 
1 Julie .i999 until 30 April 2000, totaling . 

37 CFR g 1.776(d)(l)(M) 
The number of days equal to one-half the number of.days remaining in 
the period,defined by 35 U.S.C. 5 156(g)(Z)(ES)ii) above after that 
period is reduced in accurdance with 37, GFP 5 1.776(d)(l) (i) and (ii) 
above is 9!58 c&iv@, ig,noring half days. [=1/2(225@-o-334)], 

37 CFR 5 1.776(d)(2) 
The number of days as determined by d(l)‘ above was added to the 
original term of U.S. Patq-rt No. 4,6Og,706, shortened‘by any terminal 
disclaimer, and calculated to . [IO.0 years 
350 days from November 17, 

37 CFR 5 &776(d)(3) - 
Fourteen (14) years from the date regulations were resolved and 
commercial marketing was permitted, Aprti 13, 2003, is 
2a1i. 

37 CFR 5 %.776(d)-(4) 
The earlier date calculated by sections (d)(Z) and (d)(3) above is be 
WWBMBBR 2,20’14, 
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37 CFR 5 1.776(d)(5)(i) 
U.S Patent No. 4,600,706 &sued after September 24, 1984, and, as 
such, the ‘maxi.mum allowable time period’ef five (5) years added to 
the expiration date, subject to a terminal disclaimer, is calculated to be 
NOVEMBER 4.7.2008.~ 

37 CFR $j 1.776(d)(S)(ii) 
The earlier date calcul,ated by sections (d)(4) and (d)@)(i) above is 
NOVEMBER 17,2008, 

The term for extension was caiculated by taking. the Regulatory Review time 
period, calculated under 35 USC. $j 156 (gjd{2)(& and reducing that number 
by the provisions set forth in 37 C.F.R. $j1.776(6)* The lesser of the 
maximum statutory allowable time period for extension (5 years) and the 
reduced Regulatdry Review time period (14.9 years):determined the 
extension of patent term: Applicant asserts that U.S. Patent No. 4,600,706 
should therefore expire on ” five years after the 
4,600,706 patent was set to expire. 

(13) Applicant acknowledges a, duty to disclose to the Commissioner of Patents and 
Trademarks and the Secretary of HeaRh and Human Services or the Secretary of 
Agriculture any information which .is deemed materiai to the determination of 
entitlement to the extension sought. 

(14) The prescribed fee of $1,120.00, for receiving and acting uppn the application 
for interim extension is included. 

(15) Correspondence r&ted to this application for extension of the patent term for 
U.S. Patent No. 4,600,706 should be addressed to Applicant’s attorney &sil Krikelis, 
RatnerPrestia, Nemours WEding, 1007 Orange St., Suite IlOG, P.0. Box 1596, 
Wilmington Deiaware 19899. Telephane 302-778-2500. 
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In accordance with 37 C:F.R. § 1.740(b), this original application is submitted with 
two additional copies (for a total of three copies). 

Respectfully swbmitted, 

May 13, 2004 

Basil S. &-iiklk, Reg! No. 41,129 
Christian M.‘Bauer, Reck. No, 51,443 
Attorneys for Applicants 

Attachments: Exhibits 1 - 5 

‘Express Mail” Mailing Laliel Number-EV 333299i)Eli tJS 

I hereby certify that thisicorrespondence is being deposited,with,the United States 
Postal Service “Express Mail Post Office to Addressee? service under 37 CFR 1.10 in 

Stop Patent Ext., Comm-i&or& for Patents, P.O. 
3-1450.on May 13,2001clc 


